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Office Action Summary 



Application No. 

09/761,893 



Examiner 
Bronwen M. Loeb 



Applicant(s) 
HUNG ET AL. 



Art Unit 

1636 



- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 01 April 2002 . 
2a)^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 1-7,9-11 and 21-31 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1-7,9-11 and 21-31 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)Q approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)IElAII b)D Some*c)Q None of: 

1 Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 



3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 
Attachment(s) 



1) Notice of References Cited (PTO-892) 

2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 



4) 0 Interview Summary (PTO-413) Paper No(s). 

5) Q Notice of Informal Patent Application (PTO-152) 

6) D Other: 



U.S. Patent and Trademark Office 
PTO-326 (Rev. 04-01) 
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DETAILED ACTION 



This action is in response to the amendment filed 1 April 2002 in which claims 1 
and 4-7 were amended, claims 8 and 12-20 were cancelled and new claims 21-31 were 
presented. 

Claims 1-7, 9-11 and 21-31 are pending. 



1. The objection to the declaration has been withdrawn as the alteration made was 
to the date of an Inventor's signature, which alteration does not render the declaration 
defective. 



2. The rejection of claims 4-1 1 under 35 U.S.C. §112, second paragraph, as being 
indefinite has been withdrawn in view of Applicant's amendment. 

The rejection of claims 2, 3 and 8 under 35 U.S.C. §1 02(b) as being anticipated 
by Lucas et al (Wound Repair and Regeneration (1995) 3:449-460) is withdrawn as 
reconsideration of this art made it clear it did not anticipate these claims as it did not 
teach a porous plate in the culture device. 

The rejection of claims 2, 3 and 8 under 35 U.S.C. 103(a) as being unpatentable 
over Lucas et al in view of Bruder et al (USP 5,942,225) has been withdrawn in view of 
Applicant's amendment. 



Oath/Declaration 



Response to Amendment 
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3. Claims 1 , 4, 5, 7, 9 and 10 stand rejected under 35 U.S.C. §1 02(b) as being 
anticipated by Lucas et al (Wound Repair and Regeneration (1995) 3:449-460). 

Claims 1 , 4-7, 9, 10, 1 1 , and new claim 30, stand rejected under 35 
U.S.C. 103(a) as being unpatentable over Lucas et al in view of Binder et al (USP 
5,942,225). 

4. New grounds of rejection, necessitated by Applicant's amendment, are presented 
below. 

Response to Arguments 

5. With regard to the rejection of claims 1 , 4, 5, 7, 9 and 10 under 35 

U.S.C. §1 02(b) as being anticipated by Lucas et al, Applicant's arguments have been 
fully considered but are deemed not persuasive. 

Applicant argues that Lucas et al does not teach "seeding" mesenchymal stem 
cells but rather teaches filtering mesenchymal stem cells through a device. This 
argument is not persuasive. Lucas et al teaches culturing a mixture comprising 
mesenchymal stem cells by plating the mixture and culturing the cells. The instant 
specification does not define "seeding" and it is therefore given its common meaning in 
interpreting the claims, that is, inoculating cells into a culturing device. Therefore the 
instant invention reads on the method of plating taught by Lucas et al. The rejection is 
maintained. 

6. With regard to the rejection of claims 1 , 4-7, 9, 1 0, 1 1 , and new claim 30, under 
35 U.S.C. 103(a) as being unpatentable over Lucas et al in view of Bruder et al (USP 
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5,942,225), Applicant's argument have been fully considered but are deemed not 
persuasive. 

Applicant argues that Lucas et al is a deficient reference and that Bruder et al 
does not make up for the deficiency. As discussed above, Lucas et al is not deficient. 
Bruder et al was cited to illustrate the well-known use of DMEM-LG to culture 
mesenchymal stem cells. Therefore this argument is not persuasive and the rejection is 
maintained. 

New Grounds of Rejection 
Claim Rejections - 35 USC §112 

7. The following is a quotation of the second paragraph of 35 U.S.C. §1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

8. Claims 1-7, 9-1 1 and 21-31 is rejected under 35 U.S.C. §112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

Claim 1 is vague and indefinite in lacking a step which clearly refers back to the 
preamble. The recited steps lead to a culturing of mesenchymal stem cells however the 
preamble recites "a method for recovering mesenchymal stem cells". 

Claim 25 is vague and indefinite in reciting improper Markush group language. 
There are two "ands" recited whereas there should only be one. See MPEP 2173.05(h). 
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Claim Rejections - 35 USC § 102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. §102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

10. Claims 1-5, 7,9, 21, 22, 25 and 27 are rejected under 35 U.S.C. §102(b) as being 
anticipated by Rieser et al (WO 97/46665; USP 6,242,247 is the national stage 
equivalent to WO 97/46665 and is referenced in the following as it is in English). Rieser 
et al teach a method of making implants comprising culturing cells capable of 
chondrocyte-function, including mesenchymal stem cells (MCS), in a culture device 
comprising a porous plate. The plate has pores in the range of 2 to 20 microns. Rieser 
et al demonstrate their method using cells obtained from bovine shoulder (therefore 
mammalian tissue). The cells thus cultured can differentiate into cartilage. Note that 
the preamble of the instant claims does not provide a patentable distinction when the 
recited steps may stand alone. See In re Hirao, 535 F.2d 67, 190 USPQ 15 (CCPA 
1976) and Kropa v. Robie, 187 F.2d 150, 152, 88 USPQ 478, 481 (CCPA 1951). Thus, 
while Rieser et al do not teach recovering mesenchymal stem cells, this limitation is no 
longer recited in the steps of the amended claim. See entire document, especially the 
Abstract, col. 5, lines 15-19, col. 7, lines 7-11 and col. 8, lines 7-9. 
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Claim Rejections - 35 USC § 103 

11. The following is a quotation of 35 U.S.C. §103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

12. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. §1 03(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. §1 03(c) and potential 35 U.S.C. §§1 02(e), (f) or 
(g) prior art under 35 U.S.C. §1 03(a). 

13. Claims 1-7, 9, 11, 21, 22, 24-27, 29 and 30 are rejected under 35 U.S.C. §1 03(a) 
as being unpatentable over Rieser et al in view of Binder et al (USP 5,942,225). Rieser 
et al is applied as above to claims 1-5, 7,9, 21, 22, 25 and 27. Rieser et al do not teach 
the method wherein the mixture comprising MCS is human, or that MSG are cultured in 
DMEM-LG. At the time the invention was made, it would have been obvious to one of 
ordinary skill in the art to use mammalian MSC in the method taught by Rieser et al, or 
to culture the MSC in DMEM-LG. One would have been motivated to do either of these 
as DMEM-LG is a well-known culture medium for MSC and is advantageous in 
providing selective attachment for MSC. One would be motivated to obtain human 
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MSC because of their great therapeutic value in various human pathologic conditions 
such as hematological cancers, and for use in bone repair and cartilage replacement. 
See, for instance, Bruder et al (col. 1, lines 8-12, col. 3, lines 42-54 and col. 5, lines 4- 
40). 

Conclusion 

Claims 1-7, 9-11 and 21-31 are rejected. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Certain papers related to this application may be submitted to Art Unit 1636 by 
facsimile transmission. The faxing of such papers must conform with the notices 
published in the Official Gazette, 1 156 OG 61 (November 16, 1993) and 1 157 OG 94 
(December 28, 1993) (see 37 C.F.R. § 1.6(d)). The official fax telephone numbers for 
the Group are (703) 308-4242 and (703) 305-3014. NOTE: If Applicant does submit a 
paper by fax, the original signed copy should be retained by applicant or applicant's 
representative. NO DUPLICATE COPIES SHOULD BE SUBMITTED so as to avoid the 
processing of duplicate papers in the Office. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bronwen M. Loeb whose telephone number is (703) 
605-1 197. The examiner can normally be reached on Monday through Friday, from 
10:00 AM to 6:30 PM. A phone message left at this number will be responded to as 
soon as possible (usually no later than the next business day after receipt by the 
examiner). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Dr. Remy Yucel, can be reached on (703) 305-1998. 

Any inquiry of a general nature or relating to the status of this application should 
be directed to Tracey Johnson, Patent Analyst whose telephone number is (703) 305- 
2982. 



Bronwen M. Loeb, Ph.D. 
Patent Examiner 
Art Unit 1636 

July 26, 2002 



REMY YUCEL, PH.D 
SUPERVISORY PATENT EXAMINER 
TECHNOLOGY CENTER 1600 
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